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APPEAL BRIEF 



Dear Sir: 



This is a Brief on Appeal from the third rejection of claims 1-9. This Brief on Appeal is 
filed in triplicate. 



REAL PARTY IN INTEREST 



Daniel J. Cook is the real party in interest. 



RELATED APPEALS AND INTERFERENCES 
There are no appeals or interferences that are related to, will directly affect, be directly 
affected by, or have a bearing on the Board's decision in this appeal. 



STATUS OF CLAIMS 
Claims 1-13 are pending in the application. Claims 10-13 are pending. Claims 1-9 are 
on appeal. 



STATUS OF AMENDMENTS 

No amendments to claims 1-9 have been filed after the third rejection of claims 1-9. 
07/83/2002 CNGUYEN 00000084 10072247 

01 FCsM0 160,00 0P SUMMARY OF THE INVENTION 

Appellant's invention is in the field of artificial airway devices designed to facilitate lung 
ventilation and the insertion of endo-tracheal tubes or related medical instruments into the 
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laryngeal opening of an unconscious patient. Page 1, lines 11-13. (References are to page and 
line numbers of the specification of the present application.) More specifically, the invention is 
directed to a retainer for a laryngeal mask that is designed to be placed within the oropharynx 
region, over the laryngeal opening, and secured by means of air inflation, thereby sealing the 
circumference of the laryngeal opening against the aspiration of regurgitated gastric contents, 
and providing a direct pathway from a point exterior to the oral cavity to the laryngeal opening. 
Page 1, lines 13-17. 

In some situations, it is desirable to remove the laryngeal mask without simultaneously 
removing or dislodging endo-tracheal tubes or related medical devices passing through the 
respiratory tube into the laryngeal opening. Appellant's invention provides a means for 
removal of the laryngeal mask under such circumstances. Page 1 1, lines 12-17. 

As presently claimed, the Appellant's invention is directed to an endo-tracheal tube 
retainer (48) used to facilitate the removal of a laryngeal mask of the type used to facilitate lung 
ventilation and the insertion of endo-tracheal tubes or related medical instruments through a 
patient's laryngeal opening, said laryngeal mask being removed from a patient's oropharynx 
without dislodging any inserted endo-tracheal tubes or related medical instruments passing 
through the laryngeal mask into the patient's tracheal tube, said endo-tracheal tube retainer 
comprising: a semi-rigid stylet rod (52) having proximal and distal ends; and a connection 
adapter (50) tapered from a proximal end of said connection adapter (50) to a distal end of said 
connection adapter (50) for secure insertion within a range of endo-tracheal tubes, said adapter 
being secured to said distal end of said solid stylet rod. Claim 1; page 1 1, line 18 - page 12, 
line 21; Figures 11-13. 

ISSUES 

I. Whether the amendment filed on October 23, 200 1 introduced new matter into 
the specification under 35 U.S.C. § 132 by including the term "solid" before the term "stylet" 
in claim 1 . 

II. Whether claims 1-5 are unpatentable under 35 U.S.C. § 102 (b) over Sanderson 
(U.S. Patent Number 4,863,439); 

III. Whether claims 1, 6, 7 and 8 are patentable under 35 U.S.C. § 102 (b) over 
Holmgreen et al. (U.S. Patent Number 5,024,220); and 

IV. Whether claim 9 is patentable under 35 U.S.C. § 103 (a) over Holmgreen et al. 
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GROUPING OF CLAIMS 

I. With respect to the issue of whether the amendment filed on October 23, 2001 
introduced new matter into the specification under 35 U.S.C. § 132 by including the term 
"solid" before the term "stylet" in claim 1, claims 1-9 (Appendix 1) are grouped together for the 
purpose of this appeal. 

II. With respect to the issue of whether claims 1-5 are unpatentable under 35 
U.S.C. § 102 (b) over Sanderson, claims 1 and 4-5 stand or fall together, claim 2 stands alone, 
and claim 3 stands alone. 

III. With respect to the issue of whether claims 1, 6, 7 and 8 are unpatentable under 
35 U.S.C. § 102 (b) as being unpatentable over Holmgreen et al., claims 1, 6, 7 and 8 stand or 
fall together. 

IV. With respect to the issue of whether claim 9 is patentable under 35 U.S.C. § 103 
(a) over Holmgreen et al., claim 9 stands or falls alone. 

ARGUMENT 

I. The Amendment to Claim 1 is Fully Supported in the Specification, and Not 
New Matter Under 35 U.S.C. § 132 . 

At page 2 of the Office Action mailed on September 10, 2001, in response to 
Appellant's amendment filed on June 19, 2001, the examiner objected to the amendment to 
claim 1 under 35 U.S.C. § 132. Appellant respectfully submits that the rejection was fully 
addressed and overcome in Appellant's amendment filed September 28, 2001. 

The basis of the examiner's objections to the amendment filed on October 23, 2001, is 
that the amendment to claim 1 to include the term "solid" before the term "stylet" introduced 
new matter into the disclosure of the invention. 

The October 23, 2001 amendment did not introduce new matter into the disclosure of 
the invention because this matter is both literally and inherently disclosed in the application as 
filed. The specification clearly supports "a solid stylet rod." 
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Literal support is found in Figure 8, which clearly depicts the stylet rod of the invention 
as being solid. Figures 8 is shown below: 




52 



68 



F I G . 8 



Support for the amendment is also found, among other places in the specification, on 
page 6, lines 9 and 17-21, page 1 1, lines 1 and 20-25, and on page 12, lines 1, 9 and 14. 
There, and throughout the specification, the claimed stylet is defined as a "stylet rod." The 
Merriam Webster's Collegiate Dictionary, Tenth Edition, defines the term "rod" as "a slender 
bar." The term "bar" is defined therein as "a solid piece or block of material that is usu. 
considerably longer than it is wide." (Emphasis added.) A simple rewording of a passage where 



1891433 



-4- 



the same meaning remains intact is permissible, without introducing new matter. In re 
Anderson, 471 F.2d 1237, 176 USPQ 331 (CCPA 1973); MPEP 2163.07. In this case, the 
amendment is simply a rewording. Accordingly, it is submitted that the amendment to claim 
1 does not introduce new matter into the disclosure of the invention in violation of 35 U.S.C. 
§ 132, and the amendment to claim 1 is fully supported by the specification. 

II Claims 1-5 are patentable under 35 U.S.C. § 102 (b) over Sanderson . 

As an initial matter with respect to the rejection of claims 1-5 under 35 U.S.C. § 

102(b), it should be noted that the claimed invention was patented on November 14, 2001 
under British Patent No. 2357437 (Appendix 2), which is evidence of the novelty and non- 
obviousness of the claimed invention. Appellant realized that the British requirements for 
patentability differ from those of the United States, however the fact that the claims on appeal 
were allowed to issue in Great Britain is some evidence of the patentability of the claims. 

Claim 1 as it presently reads provides for an "endo-tracheal tube retainer used to 
facilitate the removal of a laryngeal mask of the type used to facilitate lung ventilation and the 
insertion of endo-tracheal tubes or related medical instruments through a patient's laryngeal 
opening, said laryngeal mask being removed from a patient's oropharynx without dislodging 
any inserted endo-tracheal tubes or related medical instruments passing through the laryngeal 
mask into the patient's tracheal tube, said endo-tracheal tube retainer comprising: a semi-rigid 
stylet rod having proximal and distal ends,- and a connection adapter tapered from a proximal 
end of said connection adapter to a distal end of said connection adapter for secure insertion 
within a range of endo-tracheal tubes, removably secured to said distal end of said stylet rod." 
(Emphasis added.) 

The examiner has taken the position that claim 1 is anticipated by Sanderson. In the 
Office Actions mailed on March 9, 2002, September 10, 2001 and March 24, 2001, the 
examiner argued that Sanderson teaches an endo-tracheal tube retainer with a semi-rigid stylet 
(10) having proximal and distal ends; a soft-curved stylet cap (14) secured to a proximal end of 
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the stylet (10); and a connection adapter (30, 50) tapered from a proximal end of the 
connection adapter (30, 50) to a distal end of the connection adapter (30, 50) and removably 
secured to a distal end of the stylet (10). However, Sanderson does not describe an endo- 
tracheal tube retainer used to facilitate the removal of a laryngeal mask for lung ventilation that 
includes a semi-rigid stylet rod. Sanderson can best be understood from an examination of its 
drawings. Figure 1, which is an exploded top plan view showing individual components of the 
surgical cannula of Sanderson, and Figure 5, which illustrates a fragmentary sectional view of 
the surgical cannula of Sanderson, are set forth below: 
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As can clearly be seen in these figures, the cannula of Sanderson does not include a stylet rod. 
Sanderson describes a cosmetic surgical cannula to be used during liposuction procedures by a 
plastic surgeon. Col. 2, lines 64-65. The cannula includes a hollow steel needle (10) having 
an elongated opening ( 1 2) throughout its length, terminating at a surgical tip ( 1 4) and a hollow 
plastic removable handle connected to the hollow steel cannula. Col. 2, lines 1-5. This 
hollow needle (10) is shown in more detail in Figures 6 and 7 from Sanderson, set forth below. 



Side openings are provided at the surgical tip portion (14) to allow fat cells to be suctioned off 
through the elongated opening (12). Col. 3, lines 6-9. At the rear end of the hollow needle 
(10), there is an enlarged head section (16), which is formed during assembly of the 
components. Col. 3, lines 9-11. A first plastic handle member (30) is mounted to the rear end 
of the hollow steel needle 10. Col. 3, lines 15-19. A second plastic handle member (50) is 
removably attached to the first plastic handle member (30). Col. 3, lines 17-20. 

"A claim is anticipated only if each and every element as set forth in the claim is found, 
either expressly or inherently described, in a single prior art reference/' Verdegaal Bros. V. 
Union Oil Co. of California, 814 F.2d 628, 631, 2 USPQ2d 1051, 1053 (Fed. Cir. 1987). The 
examiner maintains that the elements of claim 1 are described in Sanderson. However, 
Sanderson does not describe or suggest an endo-tracheal tube retainer used to facilitate the 
removal of a laryngeal mask of the type used to facilitate lung ventilation and the insertion of 
endo-tracheal tubes or related medical instruments through a patient's laryngeal opening. 
Sanderson describes a surgical cannula for suctioning off fat cells. Col. 3, lines 6-9. More 




FIG. 7 
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specifically Sanderson does not teach a retainer comprising a semi-rigid stylet rod. Sanderson 
describes a cosmetic surgical cannula that includes a hollow needle having an elongated 
opening throughout its length for suctioning fat cells. Col. 2, lines 1-5. The stylet rod of 
claim 1 is not a hollow needle. As one skilled in the art would clearly recognize, and as 
discussed above, a rod is structurally distinct from a needle. A rod, by definition, is not hollow. 
In fact, the use of the stylet rod of claim 1 in the cannula of Sanderson renders the cannula 
inoperable, as suction is impossible through a rod. Further, use of the hollow steel needle of 
Sanderson would render the claimed endo-tracheal tube retainer inoperable. A hollow needle 
simply would not have the structural integrity required to facilitate removal of laryngeal masks 
from a patient's airway. 

Applicant submits that claim 1 is not anticipated by Sanderson, and is allowable for all 
of these reasons. 

Claims 2-5 depend either directly or indirectly from independent claim 1, and therefore 
incorporate all of the limitations therein. Claim 1 is submitted to be allowable for the 
aforementioned reasons. Appellant submits that claims 2-5 are likewise allowable for the same 
reasons. 

Claim 2 is separately patentable because it additionally requires the endo-tracheal tube 
retainer of claim 1 to be "used to facilitate the removal of a laryngeal mask of the type having a 
flexible respiratory tube," and to be "sufficiently small in diameter to pass through said flexible 
respiratory tube." Nowhere in Sanderson is an endo-tracheal tube retainer described or 
suggested that is used to facilitate the removal of a flexible respiratory tube, wherein the endo- 
tracheal tube retainer is sufficiently small in diameter to pass through a flexible respiratory 
tube. Rather, Sanderson describes a cannula for suctioning fat cells. Col. 3, lines 6-9. 

Applicant submits that claim 2 is separately allowable for all of these reasons. 
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Claim 3 is separately patentable because it additionally requires the endo-tracheal tube 
retainer of claim 1 to comprise a stylet " adapted for use independently of the endo-tracheal 
tube as an intubating stylet." Nowhere in Sanderson is an endo-tracheal tube retainer 
described or suggested that includes a stylet rod adapted for use independent of the endo- 
tracheal tube as an intubating stylet. Rather, Sanderson describes a surgical cannula that 
includes a hollow needle, a first handle portion and a second handle portion adapted for 
allowing fat cells to be suctioned off. Col. 3, lines 609. A stylet rod for intubating is not 
described. In fact, intubating is not discussed anywhere in Sanderson. 

Appellant submits that claim 3 is separately allowable for all of these reasons. 

III. Claims 1, 6. 7 and 8 are Patentable Under 35 U.S.C. § 102 fb) Over 
Holmgreen et al . 

Claim 1 provides for an "endo-tracheal tube retainer used to facilitate the removal of a 
laryngeal mask of the type used to facilitate lung ventilation and the insertion of endo-tracheal 
tubes or related medical instruments through a patient's laryngeal opening, said laryngeal mask 
being removed from a patient's oropharynx without dislodging any inserted endo-tracheal tubes 
or related medical instruments passing through the laryngeal mask into the patient's tracheal 

♦ 

tube, said endo-tracheal tube retainer comprising: a semi-rigid stylet rod having proximal and 
distal ends; and a connection adapter tapered from a proximal end of said connection adapter 
to a distal end of said connection adapter for secure insertion within a range of endo-tracheal 
tubes, removably secured to said distal end of said stylet rod." (Emphasis added.) 

The examiner has taken the position that claim 1 is anticipated by Holmgreen et al. In 
the Office Actions mailed on March 9, 2002, September 10, 2001 and March 24, 2001, the 
examiner argued that Holmgreen et al. teaches an endo-tracheal tube retainer with a semi-rigid 
stylet (18) having proximal and distal ends,- and a connection adapter (3) tapered from a 
proximal end of the connection adapter to a distal end of the connection adapter for secure 
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insertion within a range of endo-tracheal tubes, the adapter being secured to the distal end of 
the stylet rod. 

Holmgreen et al. is best understood from an examination of its drawings. Figure 3, 
which is an exploded, perspective view of the component parts of the Holmgreen et al 
invention, is set forth below. 




'-fl I 

As is clearly set forth in the figure, Holmgreen et al. describes a nasotracheal tube insertion 
connector that is comprised of a hollow tube (3) or conduit having a tapered insertion tip (4) 
and a receiving end (8). Col. 3, lines 32-34. Tapered tip (4) of connector (3) is adapted to 
receive expansion collar (14). Col. 4, lines 20-21. In a preferred embodiment, expansion collar 
(14) is carried by a plunger or stylet (18). Col. 4, line 30-31. Preferably, stylet (18) is hollow so 
as to allow for ventilation through its length should there develop a need to ventilate the 
patient during placement of the collar (14). Col. 4, lines 31-34. 
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Holmgreen et al. does not describe an endo-tracheal tube retainer used to facilitate the 
removal of a laryngeal mask of the type used to facilitate lung ventilation and the insertion of 
endo-tracheal tubes or related medical instruments through a patient's laryngeal opening that 
comprises both a semi-rigid stylet rod, and a connection adapter removably secured to the 
distal end of the stylet. The nasotracheal tube insertion connector of Holmgreen et al. simply 
does not include each and every element of claim 1, i.e. a stylet rod. 

Rather, and with reference to Figure 3, Holmgreen et al. describes a nasotracheal tube 
insertion connector that is comprised of a hollow tube and, preferably, a hollow stylet for 
carrying an expansion collar. As one skilled in the art would clearly appreciate, a hollow stylet 
is structurally distinct from a stylet rod. As discussed above, a rod, by definition, is not hollow. 
In fact, the use of the stylet rod of claim 1 in the connection adapter of Holmgreen et al. 
renders the connector inoperable, as a rod cannot carry the expansion collar of Holmgreen et al. 

Further, Holmgreen et al. does not describe an endo-tracheal tube retainer that includes 
a connection adapter that is removably secured to the distal end of the stylet rod. This is clear 
with reference to Figures 5 and 6 of Holmgreen et al. below. 



6 
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As is clear from an examination of these figures, tapered tip (4) of connector (3) of 
Holmgreen et al. is adapted to receive expansion collar (14). Stylet (18) is then attached to 
expansion collar (14). The connection adapter is not connected to the distal end of the stylet 
(18), as in the retainer of claim 1. 

Appellant submits that claim 1 is allowable for all of these reasons. 

Claims 6, 7 and 8 depend either directly or indirectly from claim 1 and, therefore, 
incorporate all of the limitations therein. Appellant submits that claim 1 is allowable over 
Holmgreen et al. for the aforementioned reasons. Accordingly, Appellant submits that claims 
6, 7 and 8 are likewise allowable for the same reasons. 

IV. Claim 9 is Patentable Under 35 U.S.C. § 103 (a) Over Holmgreen et al. 

Claim 9 provides the endo-tracheal tube retainer of claim 6, described above, "wherein 
there are at least four longitudinal grooves/' which are equi-space around said connection 
adapter exterior surface. 

With respect to the issue of whether claim 9 is patentable under 35 U.S.C. § 103(a) over 
Holmgreen et al., the examiner argued in the Office Action mailed on April 9, 2002 that 
although Holmgreen et al. fails to teach an endo-tracheal tube retainer with at least four 
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longitudinal grooves, claim 9 is obvious in light of Holmgreen et al. because Applicant fails to 
disclose how having at least four longitudinal groves solves a stated problem or provides an 
advantage over the prior art. As such, the examiner states, it would have been obvious to one 
of ordinary skill in the art through mere routine observation and experimentation to arrive at a 
particular number of grooves as a design choice. 

Holmgreen et al. is described above. Claim 1 is described above. Claim 9 depends 
indirectly from independent claim 1, and therefore incorporates all of the limitations therein. 
Appellant submits that claim 1 is allowable for the aforementioned reasons. Accordingly, 
Appellant submits that claim 9 is likewise allowable for the same reasons. 

In the Office Action mailed April 9, 2002 the examiner acknowledges that Holmgreen 
et al. fails to teach an apparatus comprising at least four longitudinal grooves. However, the 
examiner required Appellant to disclose how having at least four longitudinal grooves solves a 
stated problem or provides an advantage over prior art. The examiner fails to provide any 
support for her required showing that each claimed embodiment of an invention solves a stated 
problem or provides an advantage over the prior art. 

Although Appellant disputes the propriety of this requirement, Appellant satisfied the 
requirement in the amendment filed on September 28, 2001. Specifically, and with reference 
to page 1 1, lines 1-5 of the specification, the connection adapter with four equidistantly 
positioned longitudinal ventilation grooves permits the passage of air around the connection 
adapter after insertion within an endotracheal tube. This ventilation is important to prevent 
obstruction of the patient's airway, and possible suffocation of the patient during intubation 
procedures. Therefore, it is clear that the at least four longitudinal grooves both solves a stated 
problem addressed by the invention, i.e., ventilation, and provides an advantage over the prior 
art. Because the claimed invention is admittedly novel over the prior art and the examiner's 
unsupported additional requirement are met, claim 9 is allowable. 
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Summary 

Appellant's discovery of an endo-tracheal tube retainer used to facilitate the removal of 
a laryngeal mask is both novel and non-obvious in view of the teachings in the prior art. The 
examiner's objection and rejection of the claims under 35 U.S.C. § 132 ignores the teachings of 
the specification, and the common definition of the term "rod," which supports Appellant's 
claim to an endo-tracheal tube retainer comprising a solid, semi-rigid stylet rod. The 
examiner's misunderstanding of the teachings in the specification is carried forward to her 
anticipation and obviousness rejections of the claims. Nowhere in either Sanderson or 
Holmgreen et al. is an endo-tracheal tube retainer comprising a stylet rod, which is inherently 
solid, described or suggested. Clearly, the examiner's reliance on these references to support 
prima facie cases of anticipation and obviousness regarding the present claim is misplaced. 

It is further submitted that claim 1, as amended, does not introduce new matter, and 
fully complies with the requirements of 35 U.S.C. § 132. 

It is respectfully requested that the examiner's rejections and objection be reversed, and 
that all pending claims be allowed. 

Respectfully submitted, 
. Thompson Coburn LLP 
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^ J/ APPENDIX 1 

(&T & \ # An endo-tracheal tube retainer used to facilitate the removal of a laryngeal 
mask of the type used to f acilitate lung ventilation and the insertion of endo-tracheal 
tubes or related medical instruments through a patient's laryngeal opening, said 
laryngeal mask being removed from a patient's oropharynx without dislodging any 
inserted endo-tracheal tubes or related medical instruments passing through the 
laryngeal mask into the patient's tracheal tube, said endo-tracheal tube retainer 
comprising: 

a solid semi-rigid stylet rod having proximal and distal ends; and 
a connection adapter tapered from a proximal end of said connection adapter to 
a distal end of said connection adapter for secure insertion within a range of endo- 
tracheal tubes, said adapter being secured to said distal end of said solid stylet rod. 

2. The endo-tracheal tube retainer of claim 1 wherein said endotracheal tube 
retainer is used to facilitate the removal of a laryngeal mask of the type having a 
flexible respiratory tube, and said endo-tracheal tube retainer is sufficiently small in 
diameter to pass through said flexible respiratory tube. 

3. The endo-tracheal tube retainer of claim 1 wherein said stylet is adapted for 
use independently of the endo-tracheal tube as an intubating style. 

4. The endo-tracheal tube retainer of claim 2 wherein said semi-rigid stylet is of 
sufficient length to extend from the laryngeal opening to a point external to a patient's 
oral cavity. 

5. The endo-tracheal tube retainer of claim 1 wherein said connection adapter is 
removably secured to said semi-rigid stylet by means of a threaded connector. 
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6. The endotracheal tube retainer of claim 1 wherein an exterior surface of said 
connection adapter comprises: 

a plurality of longitudinal grooves permitting passage of air and fluids past said 
endo-tracheal tube retainer after insertion within an endo-tracheal tube; and 

a plurality of threads angled to facilitate insertion of said endo-tracheal tube 
retainer within an endo-tracheal tube, but hindering withdrawal of said endo-tracheal 
tube retainer from said endo-tracheal tube. 

7. The endo-tracheal tube retainer of claim 6 wherein the connection adapter is 
composed of soft, semi-rigid material, sufficiently flexible to permit said connection 
adapter to traverse through said endo-tracheal tube after positioning within the 
oropharynx region. 

8. The endo-tracheal tube retainer of claim 6 wherein said longitudinal 
grooves are equi-spaced around said connection adapter exterior surface. 

9. The endo-tracheal tube retainer of claim 8 wherein there are at least four 
longitudinal grooves. 

10. (Amended) A method for removing an inflatable laryngeal mask from a 
patient without dislodging an inserted mask into the patient's laryngeal opening by 
using a tube retaining device, the method comprising the steps of: 

inserting the tube retaining device through an opening in the inflatable laryngeal 
mask exterior to the oral cavity; 

securing the tube retaining device within [the] a proximal end of a previously 
inserted endo-tracheal tube within said inflatable laryngeal mask; 

deflating said inflatable laryngeal mask; 
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simultaneously withdrawing said deflated inflatable laryngeal mask from the 
patient's oral cavity and exerting a retaining force on the tube retaining device 
sufficient to prevent friction from dislodging said endo-tracheal tube; and 

sliding the inflatable laryngeal mask off the proximal end of said tube retaining 

device. 

1 1 . (Amended) A method for removing an inflatable laryngeal mask from a 
patient without dislodging any inserted endo-tracheal tubes or related medical 
instruments into the patient's laryngeal opening by using a tube retaining device, the 
method comprising the steps of: 

securing the tube retaining device within a proximal end of an endotracheal 

tube; 

inserting the endotracheal tube through an opening in the inflatable laryngeal 

mask; 

removing said inflatable laryngeal mask by withdrawing said inflatable laryngeal 
mask from the patient's oral cavity and exerting a retaining force on the tube retaining 
device sufficient to prevent friction from dislodging said endo-tracheal tube; and 

removing the inflatable laryngeal mask. 

12. (New) The method of claim 1 1 wherein removing the inflatable laryngeal 
mask comprises separating the tube retaining device from the endotracheal tube and 
sliding the inflatable laryngeal mask off an end of the tube retaining device. 

13. (New) The method of claim 1 1 wherein removing the inflatable laryngeal 
mask comprises sliding the inflatable laryngeal mask off of a proximal end of the tube 
retaining device. 
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